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Sir: 

I, Bret Fertee, M.D., do declare that: 

1. lamaBoardCertMedOrAeopedionngetnail^^ 

also a yolimlaiy Asabtant Professor at the University of Cincinnati. I received an M.D. from tiie 
University of Cindnnaii CoUege of Medidoe (Ondnnati, OMo) in 1986. I also coniileted a 
Spinal Sargeiy fellowship hi the Departmeirt of Orthopedic Surgery at Tufts Medical School, 
New England Bf^tist Ho^ital (Boston, Massadnisetts). In vsy c^Mcdly as an orttK^iedic 
surgeon specialiaang in spinal surgery, I have performed over 1,500 sorgeri^ to repair disc 
herniations. I am the inventor of this plication and President and Chief Executive QflBcec of 
Anova O»porftfion, assignee of die above-r^bmiced plication. I hsvc a finandal inb^est in 
this plication. 

2. I have reviewed U.S. Applicatira Sraial No. 10/787,469, the praiding claims, and 
the office action dated Sqptember 20, 2007. 
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3. I Imve also reviewed the following references. 

• Yuan et ai., U.S. Patmt No. 5,68U10 ^Vertebral Auxiliary Fixation Device 
Having Holdiii^ Capability" 

• Grooins ct al., U.S. PatentNo. 6,045,554 •'Cortical Bone Interference Screw" 

• Canth^ U.S. Paleixt No. 6,592,62:5 "Spraal Disc Amvilus Reconstruction 
Method And Spinal Disc Annulm Stentf' 

4. Both anterior spinal fibcationaiKi fusion reqinxe a boj» 
into tbie disc QMCe. Inqdantmr&ce area k known to have an in^^ 

In levels of flie spine that do not property fiise, cage subsadaace occurs and provides less than 
30% interbody siq>port It has thcreftro been repotted that, in order to opthn^ 
surgeon should maximize surfece area si^port of the intervertebral cage or bone graft See 
McClellan et al^ '*Ptoceedings of the NASS 22nd Anmial Meeting," The ^ine Journal 7 (2007): 
1S-163S (Exhibit 1). 

5. Annuiusfibroas tissue is known to be M<*: and. if tised in a three-segment 
inaplant as required by claim 15, would result in in^lanted aonnlus fibrosis tissue being placed 
"a<^acenttite diseased anmiiusfibKms." Because of this atrangeooieaxt, (he IMc&annnlusfib^^ 
tissue would significantly reduce Ote size of the cage or bone graft material that can be placed 
into the disc space. Thus, one skilted in the art; trying to inaximiygsurfeK» area styport of ^ 
implaot, would actually seek to avoid use of anmihis fii^oas tissue as the sec^ s^ent t(x 
purposes of ^itial fusion and fixation. 

6. I fiirtiwr declare that all statements HJfflde in ^Declaration of my ov^ 
knowledge are true and that all statements made on information and belief are believed to be 
true, and fiirthar tibuat ti^ stat^nerds were inade with die 

stefeanraits and the like so made are punii^ble by fine or imprisonment, or both, under Section 
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1001 of TiUe 18 of the United States Code and that such wiUM false statements may jeopardize 
liie validity of Ihe |»tent azui ^Hcation invoh^ in lie pre^ proceedings. 



Dated: /^/^l/cf^ 
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EXHIBIT 1 



FDA DEVICKmRUG STATUS; rhBMP.2/ACSJ Nof appfovcd for thin 
indicjiHon, 



doi: f0.tOI6^,spiiice.2CK)7.07.395 



Proceedm^s of the mS$ 22nd Annual Meeting i Ttut Spm Journal 7 (2007) ]S^!63S 

Wednesday, October 24, 2007 
5:25-6:25 PM 
Special Interest Poster Presentation 2: 
Kyphopksty/Deformity 



TVaiwftiraminal Lumbtir Interbody Fnsfon with Bone 
lyforphagcn^tk Protein (rkmp-l) . R^sk factors for Pscudarthrosis 
John McCUtilan, lU, Daniel Mukanrg^ Rutulel Wodmrd, 

MD^, Michael LongUy, MO*, Jonathan Fulkr, M\ Ttimthy Bui^ MD', 
Eric. Phillips, Miy, men Forben, MP^, Hmcy FuUmn MN', 
CyndiMain^; ^Nebraska Foimdatkn for Splmd JimartK Omaha, NE, 
USA: ^mmngton UfUversi^, Si Umi^ MO. VShi ^Dhsnastk Kamios^ 
RC, Omaha, NE, USA 

BACKGROUND CONTEXl^ The autKorx have previously reported ver- 
fct>rftl osseous ns*porption ft>lt«wiiig TUF with ihe u&t of rhBMP4 in the 
mtcrvcrtbbnil riise space. The effects of osseous resorption, cage surfncc 
am, and CAgo subsidence on \nm\m iflJerbody fusion rates has not prcvl- 
o««ly been dcscribwl. No current study hais evaluated risk faccors associ* 
aeed with pScudarthrosls. 

PURPOSEt lb Identtfy whether Intervertebral cage surface area, subsi- 
dence of the inicrvcrtcbral c&^c, osseoiis msorpcioit, ago, or gonckr offed 
fusion rates after TLTF wjrb iiiBMP-2. 

STUDY DBSIGN/SETTTNG: tlctrospective computed tomography cvaL 
uation to identity risk factors assoct&ted with pseudarthrosis afttsr transform 
mm interbody fusion augmented with bone mon^ogenetie protein 

<rhBMP-2). 

PATIENT SAMPLE; Parent sample size was 117. 

OUTCOME MEASURES: Thin cut CTa with comnal and sagittal views 

were u$fid to cvaluaw ftialon. 

METIfODSt 1 17 consecutive padenta, who had undagone single level 
TUP with fbBMP-a wens selected. All pallet^ had ABMP-2 placed in 
ihc interbody space along with sm Interbody support Thin cut CT scans 
with coronal and sagittal rcconstnjctiotis were performed posl-opemtively. 
CT scans were done an average of <>.B months post^opwatively to 
43.36), An independent radiologist evaluated all CT studies. Cage «urface 
area was catcj^ori^cd in 3 groups (<30%, 30-50%, and >50%). Cage sub- 
sidence wa^{ defined as Mild <25%, Moderate 25-^%. Severe >50%. or 
None. Osseous rcsorpdon was evaluated and defined In corrctoUon with 
previous reports. 

RESULTS: The parienl mean age was 48.5 ycst^. The TUF levels totaled 
Un (J), L3/4 (17), U/5 m. L5/S1 (3S). At final fbllow-up, 4 of 1 17 pa. 
tients (3.4%) had CT cojinrmation of pseudarthrosis. Cage Miffacc area was 
<30% (39) levels* 30-50% (64) levels and >50% (14) levels. Cage subai- 
dencc was Mild (27) levels, Moderate (8). and Severe (5) levels. Osseo»S 
ra-^orption was present in 71 levels. Tern levels with pseudarthrosis were 
present at Ll/2 ( I) and L4/5 (3). Cage subsidence was noted In all 4 of these 
levels. Iftterfjody aupport was <30% in the non-fiiaod Icvcla. Bod) of these 
values roached stodstlcal signiaeance when conspared with die group mean 
(P«a002 and p»O.ODl. respectively). The presence of vertebral osRcoua 
resorption in all 4 pseudanhmsis was scvace <> Jxlcm) and did not reach 
StatisttCJd Significance, but siws of the defect appcani to be greater in the 
non-fusion parietJts. Although not statistically sJgDificatJt, pseudarthrosis 
was associated with a higher mean age (56 J years). There were 69 ibmaies 
and 4g males. <3cn^ did not affect ftiMon me (p»^0.277). 
CONCLUSXONSj The TUP procedure typically cmployi; a small intet^ 
body spacer. These results indicate to opUmi^ fusion In padcnta undergo- 
ing TLIF wiUi fhBMP-2 the surgeon should maximize surface area support 
of th& intcfvcrtcbraJ cage. Cage subsidence* osseous resorption, ami a^ 
may be linked to pseudarthrosis. All of thbw fuctm nhtyald he avoided 
to promote successful interbody fttsjon. 

FDA DEVICE/DltW STATUS: i1iBMP-2 / Infuse: Not approved tot this 
indication, 

doi: I0Jfil6/j,spincc,20rr7.d7..^% 



33. Faciors Inll^endlng Uie Results of Snrgery for OssiAcjition of 
the Posterior Longitudinal Ugnment iti the Thoracic Sjlliie— A 
Mislfi^instituttonal Retra^qiectiTe Stn^y 

Mfitifi Matsumoio, MD*, Ko&hiro ChSm, Mtf, Yoshiaki Tt^ama, MJf, 
KatsusM Thkesh^a, MO^, AfsuMScidiU MJJ^, Koza Nakmum, Mjf, * 
JmArimltu, MJJ^, Shunsuke FujUfoyaithi, MJO^, Shlgeru fiirahay&shh 
MD\ Thru Hiram, Mtf, Moioki fwmaku MD\ Kouji Kmaoka, MD"\ 
Yamharu Kawaguchi, MD*\ Kam fjiH, MD^\ Takeshi Maad^, M0*\ 
Yitkihiro Matsuyama, MD^"*, Yasao Mikami, Ml>^i HxdfM Murakami, 

Hi^H NasifsMma, MB^^, Kemai Nasm, MD^\ 
Sbinnosuke Nakahara, MD^^, YUiaka Nohara, Mlf^, Shiw Oka, MP^^, 
Keizo S^moro, MI^^ Yasua Sarulmhi, MD^^, Yutaka Sasao, Mif*,' 
fCamji Shimizu, MT^^ ToshiMka Ihf^uchi, H£^t Makoto Takahimhi! 
MD^^, Yasfshisa Tanaka, h^P^^, Toshikau^ Tani Md^, Ymuald ThkuhasHK 
MP^, Kenza Uchlda, MD^^, Kmgo Yamatmto, Momhi Yama^l 
l^iy^, Torn Yakoyoma, MJ^*, Mumhiio YoshMa, MD^i >yj Ni^iwaki, * 
Mtf^: ^Dept qfMusculosk0hialjR€constujctionamlR^0mratlnnStir$97y, 
Kttm Univmiiy, Tokyo. Tbkyo. Japmi; ^Oeph af Orthapgdkt Surgery, 
K€io l/nivitrsity, Tokyo, Tokyo, Japan; ^Dapt cfOrOtopedicSurgcryi Tokyo 
Uni)fcnity, Tokyo, Tokyo, Japan; "^Dopf. cf Orthopaedic Surgtryi Tokyo 
Univ^^tUyi T^^kyo, Japan; ^t>ept cfOrthoptdk Surs&ry, Fuhtoka 
University, Fvkuoka, FUkuoka, Japan; ^Dept. of Orthopedic Surgtiry, 
Kyoto Univandty, Kyoto, Japan; '^Dtpt, ofOrthopadk Surf^sry, Saitama 
Medical Ccnton Kawagoe, Saitama, Japan; ^Dept. of Orthopedic Surgery, 
Niigata Uniwristy, Niisma, Niisata, Japan; ^Dcpi, of Orthopudic Surgery, 
Osaka Univeristy, Osaka, Japan; ^^JChpt, cf Orthopedic Sitr^ery, Tukuha 
University, Tmkuba, Ibaragi, Japani ^^Dapt, Cff Orthopedin Surgery, 
Toyomo Vnhersity, Thyama, Toyam, Japan; ^'^Departmm of Orthopaedic 
Surgery, Ka^oshima University, Kagoshimt, Japan; ^^Dept of Orthopedic 
Surgery, Kyushu University, Fi^oka, Ftdkuoka, Japan; ^*Dept of 
Orthopedic Sur$cry, Nagoya Uniwtmty, Nagoya, Aichi, Japan; 
^^Departmcnt of Orthopedic Surgery, Kyoto Prefeetual University of 
Medicine, Kyoto, Kyoto, Japan; ^^Dept, of Orthopedic Surgery, Kanazffm 
University, Kanazawa, rshlkawa, Japan; ^'^Dept of Orthopedic Surgery, 
mtori University, Yonago, Tottorl, Japan; '"Z>epA of Orthapedic Surgery, 
Kurume University, Kumiutt Ftdaioka, Japan; ^^DepU ofOrtkapedic 
Surgery, Nathnal Okayama Madleal Centen Okayama, Okayama, Japan; 
^Ocph of Orthopedic Sufgery, Dokkyo University, Mibu, Toehigi, Japan; 
^^Departmcm cf Orthopaedic surgery, Kagawa Uni\^ersity, Miki, Kagawa, 
Japan; ^Oept afOrthapedk Surgery, Showa University, Tokyo, Tokyo, 
Jt^an; Dept, of Orthopedic Surgery, Shiga Univen ity, Seta, Shiga. 
Japan; ^Dept ^ Orthopedic Syrgery, Sf, Marjonna University, Kawasaki, 
Kanagowa, Japan; ^'DcpL of Orthopedic Surgary, Gifu University. Oifu^ 
Gifu, Japan; ^^Dept. of Orthopedic Surgery, Yamaguchi University, Uhe, 
Vam/iguchi, Japan; ^^Dept. of Orthopedic Surgery, Tokyo Medical <^ 
Oentai University, Tokyo, Tokyo, Japan; Dept, of Orthopedic Surgery, 
Tohoku University, Sendai, MlyagK Japan; '^Department of Orthopedic 
Surgery, Kachi University, Nangoku, Kochi, Japan; ^^Dept. Of Orthopedic 
Surg^.ry, Nihon University, Tokyo, Tokyo, Japan; ^^Depi, cf Orthopedic 
Surgery, Fuhii University, Fukul fukui, Japan; ^^Dept. of Orthopedic 
Surgery, Tokyo Medical University, Tokyo, Tokyo, Japan; ^^OepL of 
Orthopedic Surgery, Chiha University, Chiba, Chiba, Japan: 
^^DepU of Orthopedic Surgery, Hirosaki Uoivcrsity, HlroscM, Aomon, 
Japan; ^Oept. OrthapeeUr, Surgety, Wakayanm Medical UiUveristy, 
mkayama, Wakayama, Japan; ^^Dept, afPneveiuhe Medicine and Public 
Health, Keio University Tokyo, Tokyo, Japan 

BACKGROUND CONTEXT; SurgicaJ trcafjrjent of Ossiflcaiioft of ^ 
posterior longitudinal ligament in the thoracic spiite (T-OPfX) ia techni- 
cally demanding! even with recent advance in sui^ical tftshnl^cs. Detailed 



